Safety communication 
Additional Monitoring 
Signal Managemen t 


Pharmacovigilance 

What is Pharmacovigilance ? 

Pharmakon (Greek) = Medicinal Substances 
Vigilia (Latin) = To keep watch 


WHO Definition 

The science & activities relating to the 
detection, assessment, understanding & 
prevention of adverse effects or any other drug 
related problems 


PHARMACOVIGILANCE 
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Safety communication 


❖Providing timely, evidence-based information on the 
safe and effective use of medicines 

❖Supporting risk minimization behavior 

❖Facilitating informed decisions on the rational use of 
medicines. 

❖Changing attitudes, decisions and behaviors in 
relation to the use of medicines 


Safety communication 


• The need for communicating safety information should be 
considered throughout the pharmacovigilance and risk 
management process, and should be part of risk assessment 

• There should be adequate coordination and cooperation 
between the different parties involved in issuing safety 
communications (e.g. medicines authorities, other public 
bodies and marketing authorization holders). 

• Safety communication should deliver relevant, clear, 
accurate and consistent messages and reach the right 
audiences at the right time for them to take appropriate 
action. 


Safety communication 


•Safety communication should be tailored to the 
appropriate audiences (e.g. patients and healthcare 
professionals) by using appropriate language and 
taking account of the different levels of knowledge 
and information needs whilst maintaining the 
accuracy and consistency of the information 
conveyed. 


Safety communication 


•Information on risks should be presented in the 
context of the benefits of the medicine and include 
available and relevant information on the 
seriousness, severity, frequency, risk factors, time to 
onset, reversibility of potential adverse reactions 
and, if available, expected time to recovery. 


Safety communication 

Safety communication should address the uncertainties 
related to a safety concern. This is of particular 
relevance for emerging information which is often 
communicated while medicines authorities are 
conducting their evaluations. 


Safety communication 


•The most appropriate quantitative measures should 
be used when describing and comparing risks, e.g. 
the use of absolute risks and not just relative risks 5 for 
risk comparisons, denominators should be the 
same in size. The use of other tools such as 
graphical presentation of the risk and/or the 
benefit-risk balance may also be used. 


Safety communication 

•Patients and healthcare professionals should, where 
possible, be consulted and messages pre-tested early in 
the preparation of safety communication, particularly 
on complex safety concern. 

• Where relevant safety communication should be 
complemented at a later stage with follow-up 
communication e.g. on the resolution of a safety concern 
or updated recommendations. 

•The effectiveness of safety communication should be 
evaluated where appropriate and possible 



What about target audience for Safety 

communication 

• The primary target audiences for safety communication 
issued by regulatory authorities and marketing 
authorization holders should be patients and healthcare 
professionals who use (i.e. prescribe, handle, dispense, 
administer or take) medicinal products. 

• As primary target audiences, healthcare professionals play an 
essential role. Effective safety communication enables them to give 
clear and useful information to their patients, thereby promoting 
patient safety and confidence in the regulatory system. Both 
lealthcare professionals in clinical practice and those involved in 
clinical trials should be provided with appropriate information on 
any safety concern at the same time. 



What about target audience for Safety 

communication 

• Patient, consumer and healthcare professional organizations 
can play a role as multipliers as they can disseminate 
important safety information to target audiences. 

• The media, is also a target audience for safety communication. 
The capacity of the media to reach out to patients, healthcare 
professionals and the general public is a critical element for 
amplifying new and important information on medicines. The 
wav safety information is communicated through the media 
will influence the public perception and it is therefore 
important that the media receives safety information directly 
from the national medicines authorities in addition to the 
information they receive from other sources, such as from the 
marketing authorization holders. 


Content of Safety communication 

• Important emerging information on any authorized 
medicinal product which has an impact on the medicine‘s 
benefit-risk balance under any conditions of use 

• The reason for initiating safety communication clearly 
explained to the target audience 

• Any recommendations to healthcare professionals and 
patients on how to deal with a safety concern 

• When applicable, a statement on the agreement between 
the marketing authorization holder and the national 
medicines authority on the safety information provided 


Content of Safety communication 

• Information on any proposed change to the product 
information (e.g. the summary of product characteristics 
(SmPC) or package leaflet (PL); 

• A list of literature references, when relevant or a 
reference to where more detailed information can be found 

• Where relevant, a reminder of the need to report 
suspected adverse reactions in accordance with national 
spontaneous reporting systems. 

• The information in the safety communication shall not be 
misleading and shall be presented objectively. Safety 
information should not include any material or statement 
which might constitute advertising. 


Means of Safety communication 

• Documents in lay language 

Communication material in lay language (e.g. 
using a questions & answers format; helps 
patients and the general public to understand 
:he scientific evidence and regulatory actions 
relating to a safety concern. Lay language 
documents should contain the recommendations 
agreed by the national medicines authority and 
advice for risk minimization for patients and 
healthcare professionals in relation to the safety 
concern, and should be accompanied by relevant 
background information. 



Means of Safety communication 

• Documents in lay language 

Lay language documents are generally useful to 
members of the public who have an interest in the 
subject but do not have a scientific or regulatory 
background. Reference should be made to other 
communication materials on the topic to direct readers 
to where they can find further information. 

National medicines authorities publish lay language 
documents on their national medicines web-portals and 
may additionally disseminate them to relevant parties 
such as patients and healthcare professionals 4 
organizations. 


Means of Safety communication 


• Documents in lay language 

Whenever possible, it is advised that patients and 
healthcare professionals are involved during the 
preparation of lay language documents to ensure 
that the information they deliver is useful and 
adapted to the target audience. 


Means of Safety communication 

• Press communication 

•Press communication includes press releases and 
press briefings which are primarily intended for 
journalists. 

•National medicines authorities may send press 
releases directly to journalists in addition to 
publishing them on their websites. This ensures that 
journalists, in addition to obtaining information from 
other sources, receive information that is consistent 
with the authority's scientific assessment. Interaction 
with the media is an important way to reach out to a 
wider audience as well as to build trust in the 
regulatory system. 


Means of Safety communication 

• Press communication 

• Press releases may also be prepared and published 
by marketing authorization holders. Their press 
releases may reflect the position of the marketing 
authorization holder on a safety topic but should 
also make reference to any regulatory action taken 
by the national medicines authority. Relevant 
ongoing reviews should be mentioned in any 
communication by the marketing authorization 
holder. 


Means of Safety communication 

• Press communication 

•Although aimed at journalists, press releases will 
be read by other audiences such as healthcare 
professionals, patients and the general public. 
Reference should therefore be made to related 
communication materials on the topic. In cases 
where a DHPC is also prepared, healthcare 
professionals should ideally receive it prior to or 
around the same time of the publication or 
distribution of a press release so that they are 
better prepared to respond to patients. 


Means of Safety communication 

• Press communication 

•Press briefings with journalists should be 
considered by national medicines authorities for 
safety concerns or other matters relating to the 
safety of medicinal products that are of high media 
interest or when complex or public-health- 
sensitive messages need to be conveyed. 


Means of Safety communication 

• Website 

A website is a key tool for members of the public (including 
patients and healthcare professionals) actively searching 
the internet for specific information on medicinal products. 
National medicines authorities as well as marketing 
authorization holders should ensure that important safety 
information published on websites under their control is 
easily accessible and understandable by the public. 
Information on websites should be kept up-to-date, with 
any information that is out-of-date marked as such or 
removed. If possible, the official website of the national 
medicines authority should contain information on all 
medicines authorized in its Arab Country. 


Means of Safety communication 

• Other web-based communications 


Online safety information may also be disseminated via 
other web tools. When using newer, more rapid 
communication channels, special attention should be paid 
to ensure that the accuracy of the information released is 
not compromised. Communication practices should take 
into account emerging communication tools used by the 
various target audiences. 


Means of Safety communication 

• Bulletins and newsletters 

Bulletins and newsletters provide at regular intervals new 
information about medicines and their safety and 
effectiveness. National medicines authorities can reach a 
large audience with these tools by using web- based and 
other available means. 


Means of Safety communication 

• Inter - authority communication 

When one medicines authority takes regulatory action on a 
particular safety concern, other authorities may need to 
respond to enquiries or communicate on the same issue. 
The use of inter- authority communication material, such 
as lines-to-take should be considered. Lines-to-take are 
documents specifically prepared by a medicines authority 
to assist its own staff and those of co- operating authorities 
in responding to external enquires or communicating on a 
specific safety issue. 


Means of Safety communication 

• Responding to enquiries from the public 

National medicines authorities and marketing 
authorization holders should have systems in place for 
responding to enquiries about medicines from individual 
members of the public. Responses should take into account 
the information which is in the public domain and should 
include the relevant recommendations to patients and 
healthcare professionals issued/agreed by national 
medicines authorities. Where questions relate to individual 
treatment advice, the patient should be advised to contact 
a healthcare professional. 


Means of Safety communication 

Direct healthcare professional 
communication (DHPC) 

A direct healthcare professional communication (DHPC) is 
defined in this document as a communication intervention 
by which important safety information is delivered directly 
to individual healthcare professionals by a marketing 
authorization holder or a medicines authority (in special 
cases), to inform them of the need to take certain actions or 
adapt their practices in relation to a medicinal product. 
DHPCs are not replies to enquiries from healthcare 
professionals, nor are they meant as educational material 
for routine risk minimization activities. 



Means of Safety communication 

Direct healthcare professional 
communication (DHPC) 

The preparation of DHPCs involves cooperation between 
the marketing authorization holder and the national 
medicines authority. Agreement between these two parties 
should be reached before a DHPC is issued by the 
marketing authorization holder. The agreement will cover 
both the content of the information and the communication 
plan, including the intended recipients, the timetable for 
disseminating the DHPC and the dissemination 
mechanism. 


Means of Safety communication 

Direct healthcare professional 
communication (DHPC) 

• Where there are several marketing authorization holders 
of the same active substance for which a DHPC is to be 
issued, a single consistent message should normally be 
delivered. 

• Whenever possible, it is advised that healthcare 
professionals 4 organizations or learned societies are 
involved as appropriate during the preparation of DHPCs 
to ensure that the information they deliver is useful and 
adapted to the target audience. 


Means of Safety communication 

Direct healthcare professional 
communication (DHPC) 

• A DHPC may be complemented by other communication 
tools and channels and the principle of providing 
consistent information should apply. 

• A DHPC may be an additional risk minimization measure 
as part of a risk management plan. 


Means of Safety communication 

Direct healthcare professional communication 

(DHPC) 

• A DHPC should be disseminated in the following situations 

when there is a need to take immediate action or change 

current practice in relation to a medicinal product - 

• an important change to the use of a medicine due to the restriction 
of an indication, a new contraindication, or a change in the 
recommended dose due to safety reasons 

• a restriction in availability or discontinuation of a medicine with 
potential detrimental effects on patient care 

• suspension, withdrawal or revocation of a marketing authorization 
for safety reasons 





Means of Safety communication 

Direct healthcare professional communication (DHPC) 

• Other situations where dissemination of a DHPC should be considered are : 

• New data identifying previously known risk or change in frequency or 
severity 

• new major warnings or precautions for use in the product information 

• Knowledge that product not effective as previously known 

• New recommendation to prevent or treat adverse reactions or to avoid 
misuse or medication error. 

• ongoing assessment of an important potential risk, for which data 
available at a particular point in time are insufficient to take regulatory 
action (in this case, the DHPC should encourage close monitoring of the 
safety concern in clinical practice and encourage reporting, and possibly 
provide information on how to minimize the potential risk). 




Means of Safety communication 

Processing of (DHPC) 

When drafting a DHPC, the template and the guidance provided in 
the annotations in the template should be followed as appropriate. 

The marketing authorization holder should submit the following to 
the medicines authority (s) in the Arab Country (s) where the 
products are authorized: 

Draft DHPC 

timetable for disseminating the DHPC: the proposed timetable 
should be appropriate according to the urgency of the safety concern 
(usually maximum of 15 calendar days is considered appropriate); 

dissemination mechanism: how the DHPC is planned to be 
disseminated, the proposed mechanism should be selected 
appropriatly to meet the dissemination timetable. 


Means of Safety communication 

Processing of (DHPC) 

• the dissemination list also known as —intended recipient list I- the 
intended recipients HCPs groups may be general practitioners, 
specialists, pharmacists, nurses! hospitals/ambulatory care/other 
institutions as appropriate. The list should specify the intended 
recipients name, specialty and geographical distribution! When 
defining the target groups of recipients, it should be recognized that 
it is not only important to communicate with those HCPs who will 
be able or likely to prescribe or administer the medicinal product, 
but also to those who may diagnose adverse reactions, e.g. 
emergency units, poison centres, or to appropriate specialists, e.g. 
cardiologists. It is also important to consider provision of DHPCs to 
relevant pharmacists (hospital and /or community) who serve as 
information providers within healthcare systems and provide 
assistance and information to Patients, HCPs, including hospital 
wards and poison centres, as well as the general public. 


Means of Safety communication 

Processing of (DHPC) 

The marketing authorization holder should submit these 
documents in the form of one full original hard copy and one 
soft copy, after approval by the national medicines authority; 
the MAH will receive back the hard copy stamped with 
llapprovedll, while the soft copy will be retained at the authority. 
These submission requirements may differ in some Arab 
Countries; consult with the national medicines authority. 

The marketing authorization holder should allow a minimum 
of two working days for comments. However, whenever possible 
more time should be allowed. The timing may be adapted 
according to the urgency of the situation. 


Means of Safety communication 

Processing of (DHPC) 

• The national medicines authority will review the DHPCs (may 
request advice from its scientific committees/ 
pharmacovigilance committee as appropriate. 

• Once the content of a DHPC and communication plan from the 
MAH are agreed by national medicines authorities, the MAH 
can start dissemination of the agreed DHPC (i.e. the MAH 
shall NOT start disseminating the DHPC prior to obtaining the 
approval from the national medicines authority). 


Means of Safety communication 

Processing of (DHPC) 

• The MAH should adhere to the Communication Plan agreed 
with the national medicines authority. Any significant event or 
problem occurring during the DHPC dissemination which 
reveals a need to change the Communication Plan or a need for 
further communication to Healthcare Professionals, this should 
be notified in a timely manner to national medicines authority 
to be approved. 

•After dissemination of a DHPC, a closing review should be 
performed by the MAH, a progress report may be submitted 
upon request of the national medicines authority. 


Means of Safety communication 

Processing of (DHPC) 

• The usual language for preparing the DHPCs will be English 
(unless other language is requested by the medicines authority 
in the Arab Country concerned e.g. Arabic or French).An Arabic 
translation of the DHPCs may be required if this is suitable to 
(part of) the intended receipts (e.g. nurses). Consult with the 
national medicines authority for national requirements. 


Means of Safety communication 

Processing of (DHPC) 

• The national medicines authorities may publish the final 
DHPC on their official websites. In each Arab country 
concerned, the timing for such publication should be aligned to 
that of the dissemination of DHPC in the same Arab country. 
The national medicines authorities may also issue an 
additional safety announcement, and disseminate the DHPC to 
relevant healthcare professionals 4 organizations as 
appropriate. 


Great thanks & NOW 

you can do home work 
of DHPC letter on 

topic of using Harvoni 

& liver cancer 


